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FDA 2 0 9 P*M5£l/E scherichia coli 

tlilE# 2003-3092970 



<&m 2002-351751 



^-v! 31/ 



nihj jc-2#^, m&asmmnntLxm^tio 

[0 14 4] 

— ft^f* L 7t^^±<7)^M#^?m®^S^:iM-e 0 . 5 M c F a r 1 
and (IM 0 8CFU/ml) IliCiiL, i *L * «B£3££3k-C 1 0 f& 
C« (mi O^CFU/ml) LTSSfflm^t Lfwo 1 5 5^1*1 

iZ-fU-h 1 (7)#^i;U^j3V^T^3l7Kti<7)®^t £ 0. 0 1ml fofi 

[0 14 5] 

4-4. ftttiJJiW* 

rf.^6 0 5H£. y°v~ Y 2 h l l o ^ l To A 

*ifc 0 ^-e, 3 5 °c-e i 8 ~ 2 4 mmt&mLfzo 

[0 14 6] 

4-5. fiJ5e 

±!E**&Ki3*t*S&l?»te ( + ) fcitfl&WffiLlk (-) <7)*Uif*m(i, 

tz k*ttMm<om&tf 1 mm^m o t *> itKui** 2 h titzm^ 

ffi^* o T i » 1 mmWTt 1 lOi^li, S&Wlfilt (-) Lfc 

o 

[0 14 7] 

4-6. jg* 

a 1 - 3 K±gBffiBi&ttO3iU0feg*£^-*-o Staphylococ 
cus aureus K^ER®) i3 <£ t/E scherichia co 

i i temn) KM?*?** frtDWtfrfflsmmtrn,* 



ttltiEJrf 2003-3092970 



mm 2002-351751 



^-v: 32/ 



[0 14 8] 
[Hi] 





S.aureus 209P 


KcotiJC-2 








0 


62.5 


31.25 


2 


125 


125 


4 


500 


>1000 


a 


>1000 


>1000 



[0 14 9] 

m2] 





S.aureus 209P 


RcoJiJC-2 


(B#) 






0 


1 


1 


2 


1/2 


1/4 


4 


1/8 


<l/32 


6 


<1/16 


<l/32 




ttiliE#2 003-3092970 



#H 2002-351751 



33/ 



[01511 

mmn, m%ft-mmm tti> i^zmm u mmt&ik 4 m mxn^y k ^mma 5 

0 0/ig/ml WS/h^cffi8ftJt-e*> ») , *0§mte> 1 0 0 0 fx g/m l oft/HS 

**:fcft£jg ( 1 0 0 0 (x g/m 1 JULL) t&o£ 0 

[0 15 2] 

: y = 6 2 . 5 e 0.4853x (=£ x ) 

±mW Iy = 3 1. 2 5e0.8318x (=£ 2 ) 

tztzL, yiiWIIf (//g/ml) fc^bU x (im^^^^Bf K ( 

[0 15 3] 

±§s^:i^«ty f 2 ^fflv^-r, m#H$&& 6 b#isik staffer k 
^wo^*L-r*Lo«/h«:ifiaiaF**i6^i:i^, -eti-e^i 1 5 0^ g / m 1 

^^'4 6 0 0 ^ g/m 1 fcfcofco 
[0 15 4] 

«t »k n&7F*mwte£v t *:mm<7>*ti<?tiKis\,*x, m^mmmzttir 

ti&jl/l 8&£ tfift 1/3 7 K-f&^t^X^ho 
[0 15 5] 

1. 

[0 15 6] 

2. m$&m 



tiiiE# 2003-3092970 



#112 002-351751 



^-v: 34/ 



«!75*y> (nmmmfa^ttfrbX^ 2 0 0mgm 2m 1) IT 
yy'fr*. 0. l%<7)NaC lMl2 0 0mn:S^L/: o iif»£-fl££EI 4 

r B iamL/io -<7)<b a^m^i&o-y-;/? 0 ;^ ffijra&imo, i, 2, 3, 4, 

5, era^&^T^JRL/io 
[0 15 7] 

(of-^mi- v } ) *y^®wL2 50^1 zmnL, migi&m&zTfife&i&mz 0 1 

[0 15 8] 

3. m^M^^f 

If 7^y><7)t^Mt>7X:ov^, ^t>^n7h^77 (D I 
ONEX DX-12 0) , ^IMfftt (Hfitf T N - 3 0 ) £ J: TO 

*8mi4ait (N03-N) „ mmmn.rn.rn (no 2 -n) jazz/r^^-mmm 

(NH 4 -N) <7>fliJg£, 4 •*y<7u-? Wyy^m^^xm^Ltzo 
[0 15 9] 

t*, ^mmmm (t-n) ±.ie^M^«g^fflv^TM^L/c 0 
, ^rts«ta*«js (org-N) Mfif (t-n) frbffimn&m (n 
03-N) . mmmnmm (no 2 -n) &£VT>*-T&a.m (nh 4 -n) 
* m l 5 1 v> -c^46 fco ±t s-e tL^ti<Dfrffi& k £ tt * o v^r (4m 

[0 16 0] 

• 53Ht# ^A:ionPac AS4A-SC 
•#-K*7A: IonPac AG4A-SC 

8mM Na2C03/l. 7 mM NaHC03 

• jjfEfi I 1 . 2mL/m i n 



ffifE#2 003-3092970 
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^-v: 35/ 



•t7V7t-: asrs-i 0;+r^ *;u^e- k) 

fltf&teSSfcfcLfco jQAT^ftLfclfe. 2 2 0 nm«tft 

[0161] 

•*7A:Wakopac Navi C22-5 4. 6X250mm 

• mmm : 5 omM nh 4 p f 6 

• : MM : 1 . 0 m L /m i n 

• iJ y M&B. : 4 or 

• : U V 2 1 0 n m 

• SAI : IOjuLo 
[0 16 2] 

^5 tc^i" 0 
[0 16 3] 
[14] 



(B#) 


g$i5£ (mg/L: 




N0 3 -N 


NO,-N 


NH4-N 


T-N 


Org-N 


0 


0.22 


d 


0 


80.1 


79.88 


1 


1 


0 


4.18 


30.7 


25.52 


2 


2.39 


0 


9.06 


29.65 


18.20 


3 


4.21 


0 


10.93 


32.17 


17.03 


4 


8.6 


0 


13.43 


32.75 


10.72 


5 


11.82 


0 


16 


33.04 


5.22 


6 


16.94 


0 


17.84 


32.27 


-2.51 



tBSE# 2003-3092970 
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^-v: 36/ 



[0 16 4] 

90.00 
80.00 
70.00 
60.00 
M^jgS 50.00 
(mg/D 40.00 
30.00 
20.00 
10.00 
0.00 




tt 



■ NH4-N 
EN03-N 
□ Org-N 



1 2 3 4 5 

m«p#ra (W) 



[0 16 5] 

m^»£J: D5fr#$*Lt\ ^^N 2 ^t LXttcm2titzt3*z.bti?>o 
[0 16 6] 

*^^amiBfragmi^(i, T-Nte*±&3 0mg/Lt-SU^/d ? 

, -e-oa^jsK^oa-s-ti. «t4Sit (or s -n) ^h^u *iMi4sst (n 

O3-N) t7>^7fif (NH4-N) ^JnLTV^o 
[0 16 7] 

m^ftm*&mfe6mm^i3^x, mm&mm (org-N) fi*i4:/,£*&< a? 
•j, mm.mm (no 3 -n) tT>*-T&mm (nh 4 -n) a*, ±mm (t 

-N) OHW^5 0%S:^ 0 
[0 16 8] 



mfE# 2003-3092970 



#SI 2002-351751 



^-v: 37/ 



[0 16 9] 

teifZWOmm* 1 0 0 Omg/L <h U «^B#ffl4. 2 fcf - ^M«^<bft 
JtL^o mJI?^^0Bf^^J:D f 6Bfra^iott^i«ii-a#^n-7 
<^-v-h£. i6^f 0 13 6 (A) f±, ffllLT<lJi'><DmMWM6&omW 
'<kKi$WZ>n : &WLfa?u-?Ytr7 7<D?-^--Y-Q3b l 0, HI 6 (B) (i, mfl?P*§£i 

[0 17 0] 



[0171] 
[^6] 







mm 


;1tlK(mg/L) 


0 


4.208 


1384313 


1000 


2 


4.251 


136464 


98.579 


4 


4.245 


22030 


15.914 


6 


4.226 


15104 


10.911 



[0172] 
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^-v: 38/ 



o.ioa 



0.07? 



Abs 



0.050" 



0.02? 



0.00 0 



/ 




4.0 



4.1 



4.2 



4.3 



4.4 



4.5 



[0 17 3] 

ms) 



1200 



1000 



E 



800 



600 



400 



200 





SUV210nm-4.2mini 




111 






if 






|p 
»« 

fl 






^> 








;>' &s 

mm 








mm 

III 





2 4 



[0 17 4] 
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[0 17 5] 

4. t/tmfSti^ 

[0 17 6] 

4 - 1 . t»(7)^^ 

^frffilij^fflif % tU, Cation Supplemented Mue 
ller-Hinton Broth! C SMHB (%mfrhX^-) *m^fz 0 
Z\(DC SMHB ZXJ^m. 9 6 >}^;i/-7^ ?uy°v~- Y \z 9 0 ju 1 f«U: 0 
[0 17 7] 

4-2. +>->-7 0 ;kz>P$£ 

±iei niBv^-cfe^L^mftf^^mo, 2, 4, 6B#r H i^o+h>y;i/^miH t 
tzo z\fLh<D^^y")v\z^x^ mm-mzmmLx^mm^ifmLfzo 

IRmSrlifB^-l' * n-7°l^- M:o. 1ml foML/: 0 
[0 17 8] 

4-3. m?R<7)PM*5 iy^Mco^m 

t»"t>. Staphylococcus aureus (fl-fe^* K^ERM) FDA 
2 0 9 Escherichia coli (jzmn) NIHJ J C 

[0 17 9] 

»f!ll t[B]«^^Iffl®^^ii^L, 1I11I1 5ftVM\z±M-7V- h 
O£^;i^i<7)®$[£^0. 0 0 5mlfoiIL/: 0 eS^U- Mc 

fi^^J^Wl&JfeSr 1 ~2 ^7ai;^aL-Cib^. I^Hf^Mt L£ 0 
[0 18 0] 

4-4. mm&xz/tgm 



tBf£# 2003-3092970 



#IS 2002-351751 



^-v: 40/ 



3 5 "Ct? 18-24 B#R8ig£ Lfco 
[0181] 
4-5. 

*0^<O^ti. H»J1 tR— e&& 0 
[0 18 2] 
4-6. jg* 

^9-11 K±ffiffiM*Ste038fciB*&^-fo ^9 fi, Staphyloco 
ecus aureus (Hrfe:/ K^ERffi) & it/E scherichia c 

o i i cam) izmr^mr<^iy><7)m^^m±mm. (mi a 

75*y>^lt^l8ltOfflH«:gto itl 0 (i, ttfl?H&&0 l$R|<?>%& 
T ^ # i/><7)M I C* 1 Lt> #m#B#WKJ3tt*fll:Bft7 3 *y>OM I Ceo 

[0 18 3] 
[*9] 



m^-MiC J: 5 * is><D MIC (IWft : n g/ml) 





5.aureus209P 


tf.coZ/ JC-2 


(ft) 






0 


0.195 


3.125 


2 


1.56 


12.5 


4 


6.25 


50 


6 


100 


664 



[0 18 4] 
[fU 0] 



J:* MIC (mm& l bLtzkZ) 





S.aureus 209P 


E.coJi JC-2 


(B*> 




(*M) 


0 


1 


1 


2 


1/8 


1/4 


4 


1/32 


1/16 


6 


1/512 


1/212 
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[0 18 5] 
Kill 




0 2 4 6 8 

*»b*M t filter 5 * v->-z> MIC 

[0 18 6] 

±KOTfim<*>tt*6ft*J: 0 , «f7 5 # v>0«/hf£WlfiiB£Jg (M I C) 

> 6 mm-^m^y w%m& loo^g/mioMict^^ ^ 

®(i> 100// g/m 1 <DM I CT&ofco 
[0 18 7] 

_hfB^l 1j&>£>, «^H¥B#rBli:M I C <h<7)M#(i, ^O^ci^Ml. 

ffe7'K^$I: y = 6 2. 5e 0.4853x (^ 3 ) 
*JI&BI Iy = 3 1. 2 5e0-8318x (^ 4 ) 

fc£U yliMIC (/(g/ml) £^=b U xlit»Stet<O^K (B#) * 

[0 18 8] 



ffilE#2 003-3092970 
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^-v! 42/ 



4 *m^xm&Ltzi>(DX"$>t), 6 6 4 ^ g/m 1 £ Ltz 0 
[0 18 9] 

mm 1/5 1 2 & £ X/m 1 / 2 1 2 il"t>2> i 1 § fc 0 
[0 19 0] 

1. *fC^»«IS 

*nMW3iz&\,*xm^tzm% t frm$kn&, mmmi tmm— m 

LtPt-I rtffl-Srfflv^ Ht^fX^3 5X8ramU, mSW&SiS: 
5mm<h L^tl^otv^o 
[0191] 

2. 

jgSdxfjUfyV (&*Di§8£<D [7 7^iHfy> RTU ftltffcj 
1^4T)V (5ml) *Hcj£$ifc?;Hf v> 1 OmgM^tt^)) 1^7 
2 OmgONaC 1 £«JL7t 0 MS»iS£-ifc«:ig 4 OSS^iU Lfco ^ 

2, 4, 6B#ratCi3tt^>-9->-7 0 ^^TOL7 , i 0 

[0 19 2] 

[0 19 3] 

3. li^IwoM 

[0 19 4] 

ffiliE# 2003-3092970 
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^-v: 43/ 



•*7A: ODS 4. 6X15 0mm 

• 'smm :^+T j tv-vv M&'kmm. (69:31, p h 2 ) 

• : 1 . 0 m L /m i n 

• tf^AfiJg : 4 Ot 

• tttB&K : U V 2 1 0 nm 

• ffiAi ! 1 0//Lo 
[0 19 5] 

Six If y > (Ol^mil^), itiilM^n-r h^7 7»TM 

^^-•V-h-C^^o SI7 (A) ti\ ««?r?fl^0B#^^i5tt-i)il^jn^;u{f v> 
OSilnW^n-r F7*77(Oft- hT*)i9, H17 (B) it, m«f^^6B#Pfl 

[0 19 6] 
K12] 









/HJS(mg/L) 


0 


3.585 


59448173 


2000 


2 


3.559 


132206 


4.45 


4 


3.567 


171976 


5.79 


6 


3.572 


139749 


4.70 



[0 19 7] 



tBIE# 2003-3092970 
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^- v : ' 44/ 



aVU254nm-3.6mnl 



2 4 6 

WSTOIBKhour) 

[0 19 8] 

$i 3 ^ is v > r i± , mm m o b# m t - & j t & -9- > 7° ^ <r> e - * m« * k «t 

OiftRtt, «#R#BIj&**5j 3 . 6 m&.sm&<oy->'7)i't=! 
H3&f£#ut ra K £ *t & -9- > -f^^^m^- tf ^ tf v y (Otikm C t (±, &<n&fr h 

tm-rzz t&~c%& : c t =c 0 x (s t /s 0 ) o 

[0 19 9] 

[0 2 0 0] 

4. gtWffitttt« 

tbSE# 2003-3092970 



[in] 




<Wm 2002-351751 



^-v: 45/ 



[0 2 0 1 ] 

4 - 1 . tgifonmm 

m^Wmmt^t LT, Cation Supplemented Mue 
ller-Hinton Bro t h : CSMHB (MfflfrbA^) SrJB^fco 
c\(DC SMHB £U^Jg9 6-)x^7/f^n^l/- M:9 0/« lfoMLto 

[0 2 0 2] 
4-2. 

±ffi2 fc;i3V>TE«LfcWfl!HI*&&0, 2, 4, 6 B#Pfl&<Z>^ L 

tiS^lEv^^oyi/- Hco. 1ml fo^SLfc, 
[0 2 0 3] 

4-3. nm<om9k&*zm<D&m 

t)*>. Staphylococcus aureus (ftfe:/ K"?J$lH) FDA 
2 0 9 P*fe±O r Escher ichia coli N I H J JC 

- 2*5}re&&o 
[0 2 0 4] 

O#^xJl"Ni<0ft^^0. 0 0 5mlfol|U 0 ^rw- He 

fi^J^^ifeSr 1 -2 ^i/l^&LTfc^ ffi^f&WWflBt L£ c 
[0 2 0 5] 
4-4. «tti3J:0 f i&* 

3 5 °C-C 1 8 ~ 2 4 L 7to 
[0 2 0 6] 

4 - 5 . *!)5e 



ttlsiE# 2003-3092970 



#11 2 0 0 2 - 3 5 1 7 5 1 ^- V \ 46/ 

[0 2 0 7] 

4-6. 

il4-16 tw±ffiOT®ttOt^J^^=gr^-r o ^14(i, Staphylo 
coccus aureus (ftfe "7" K S^HD £<££/E scherichia 
co 1 i t;^1-^ia^tf^ev>Oft/h|§WPl«Jg (MIC) 

ti&m^^^^^y<Dm.%^nmmt<Dnm^7f:i-o mi st*. mis^^oBt 

[0 2 0 8] 
»14] 



m^StCi>5^^b 0 ^fc^>^(DMIC (HifiC: m g/ml) 





Saureus209P 


RcotiJC-2 


(B#) 






0 


1.5625 


>200 


2 


25 


>200 


4 


>200 


>200 


6 


>200 


>200 



[0 2 0 9] 
[mi 5] 



m^MS5w i ^ mic (m»tfi& 





S.aureus 209P 


RcoJiJC-2 


(B#) 






0 


1 




2 


1/16 




4 


<1/128 




6 


<1/128 





[0 2 10] 
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mi 6] 



250 




0 1 2 3 4 5 

mfimfHIChour) 

mm^m t mm* tvw t*^© mic <Dm& 



[0211] 
[0 2 12] 

*ti-&*/M&*Hjh«jK (mic) i±, m^#»i$rafc t *>K*tjDU m*ra&i 

[0 2 13] 

±IS^16^f>. IM«f B 1i:MICt«t ^to^twj: 0>£<Ri-*i 

t&x^z : 

Hfey K*J$K : y = 1 . 5 6 2 5 e 1.2477* 5 ) 

fcrtfU yfiMIC (/,g/ml) fc^bU x t±*»H*&^0«FW (B#) . * 

mtiE#2 003-3092970 



#M 2002-351751 



^-v: 48/ 



[0 2 14] 
[0 2 15] 

5. mmmn. tccso) urn 

5 - 1 . 

*niMM iz is ^ x , j^g? j. e ;u tr v > o m^frMik K&tfh mmm®. £ w&t 

htztb\Z^ th'JV^fitt^^Mo 1 t-4iH^fflWT«ltt (C 
C 5 0) &«B£L?to liWigtli, r h7V*U 7 AMS T- 8 (C e 1 
1 Counting K i t - 8 t LX* y Mt£ tiX^Z) £3£-fe^gt t 

[0 2 16] 

*fflj&#1£ (CC5 0) KKO3£*WlSatt^:Ofcfe0-C-**o WS 

mmmt^^ )is^^'>mi±m&M%&mmmz&z>(Dx\ si*^v 

[0 2 17] 

5-2. #0 

Bffl%iW8 9 6 ^i^JST^f * n^>T h©A~DtTt3~l O?0 

ofgHrt^^i^n, 180^1 ^v^t?, mm-? 4 

Y<DAft 2?m\z^ vMmmkommz^h^-yf)v^ 2 4 0 ^ 1 

4 u#n8 k is if & -9- > y ;k d^t 2 #i e izmmwt&& e mm \z#if&y-> 

£ 2 4 0 fM 1 -foJPx./c 0 
[0 2 18] 

f^ii ■*K?ix<ov>zf)\'ftffi&mzftwi-rztz»b[ l z, ±ts2 40^ 1 0-9- 



tti8E#2 .0 03-3092970 
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^-v: 49/ 



^ v r -f > ^ Lfco i tt* 1 0 ?IJ S f T^^o tz Q *t»ffl UJg 9 6 * i ;i/ 

■700^0-^1/- h£2*fcffl&U S^^xH^tliPBS^ 0 0// 
1 -foAtLfco 

[0 2 19] 

B ~ Gft <r> 2 ~ 9 ^ij@<7)^ i;wc 1 0 0 fx 1 fo, l 0 is <fc l 1 £0 B K*i l 
50// 1 "fo^tti^Att/co 5 X 1 06 c e 1 1/ml CiiL/cIM 

i£f££, B-Gtf<^2~9^iJBi3J:t>*l 1#IBH5 0// 1 f oAtt/Co 1 O^iJB 

[0 2 2 0] 

-e-tf>&, B~G^f<7)2 - 1 O^jgo^^wc, ±$<W>7°^#IRfR£ l^J 
Coi3lffo, 50// lfoAti, -HHekf^x-f y^LtZo 
[0 2 2 1 ] 

C0 2 #JSOC0 2 ^ >*^-*^A*^ 3 HWJJff Lfc 0 
[0 2 2 2] 

2*fc<£>¥Jg9 6 •Jx^/f ^n^^^-7°V-h HWS T- 8*** 1 0 // 1 

-hfrK t^';f^^U 1 0 0 fx 1 -foXtt, -f 53*£ kf^ v t 4 y FLfZo 
[0 2 2 3] 

h'J-r^t, 4 5 0 nmfci^6 2 0 nmCisit^O. D. fcSOJeLfco 
[0 2 2 4] 

5 3 • ^q^^r 

7f±. *»W*&^«FlW»w*tt4ffiBlifer^e'>>o«JKi:, Mo 1 t- 

4iH4#$^riTOSo ^i 7^^^*^i^:, Mo i t-4mffi.<7)&. 
&m*. m.m^ ^ tr > > <o -mm k ltv^ 0 ttiif, oi$m 

K*5V>TI±, ^0. 0 1-1 (/( g/ml) OttH-xtf/Hf v > jtj£^Bt:\ M 
o 1 t -4TO<7)^#^H^I:^D7to R&fc, IilM2, 4, 6B#fWK 

*5v>t<>— ^oaLiftjie^tri/^iftjKiEH-c, mo i t-4*«<^£WMit: 



ttiiE#2 003-3092970 
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^-v: 50/ 



[0 2 2 5] 

mzmmi£ft\t<o&&mmz&^x, mo i t-4iiQ4W5o%^ J : 

^iMxf;nfy>i!CC 5 0 (5 0%»»l?M) ^**f: 0 tl8 

Kmffimm&&mm\z&v&i&m^^¥isymm.<D, mo i t-4m^^-r 

h C C 5 0 £^-To $19 fc, itC C 5 0 ^77 ^fflv^T^1"o 

[0 2 2 6] 
[Hi 7] 




0.001 0.01 0.1 1 10 

l»lS(0^ml) 



100 1000 



[0 2 2 7] 
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[Hi 8] 

^fi^ftiC^-f 5£&^c fc'/w tT CC50 





CC50 (ug/ml) 


0 


0.066 


2 


1.43 


4 


42.49 


6 


78.02 



[0 2 2 81 
[mi 9] 

100 I — 




0 1 2 3 4 5 6 

mSS^(hour) 



MMlz*iirZ>m.&x- €>v\?i/v<D CC50 «>«ft; 
[0 2 2 9] 

Hi 8 & J: 1 9 J: *K £B£j- \£ v >WC C 5 0 (i; «^53*flP#H £J£ < 
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